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the extent to which the agency’s pro-
gram is appropriate, adequate, effec-
tive, and efficient. Results of the eval-
uation are reported to and acted upon
by those responsible for the operation
of the agency and are maintained sepa-
rately as administrative records.

(a) Standard: Policy and administrative
review. As a part of the evaluation
process the policies and administrative
practices of the agency are reviewed to
determine the extent to which they
promote patient care that is appro-
priate, adequate, effective, and effi-
cient. Mechanisms are established in
writing for the collection of pertinent
data to assist in evaluation.

(b) Standard: Clinical record review. At
least quarterly, appropriate health pro-
fessionals, representing at least the
scope of the program, review a sample
of both active and closed clinical
records to determine whether estab-
lished policies are followed in furnish-
ing services directly or under arrange-
ment. There is a continuing review of
clinical records for each 62-day period
that a patient receives home health
services to determine adequacy of the
plan of care and appropriateness of
continuation of care.

PART 485—CONDITIONS OF PAR-
TICIPATION: SPECIALIZED PRO-
VIDERS

Subpart A—[Reserved]

Subpart B—Conditions of Participation:
Comprehensive Outpatient Rehabilita-
tion Facilities

Sec.
485.50 Basis and scope.
485.51 Definition.
485.54 Condition of participation: Compli-

ance with State and local laws.
485.56 Condition of participation: Governing

body and administration.
485.58 Condition of participation: Com-

prehensive rehabilitation program.
485.60 Condition of participation: Clinical

records.
485.62 Condition of participation: Physical

environment.
485.64 Condition of participation: Disaster

procedures.
485.66 Condition of participation: Utiliza-

tion review plan.
485.70 Personnel qualifications.
485.74 Appeal rights.

Subparts C-E—[Reserved]

Subpart F—Conditions of Participation:
Rural Primary Care Hospitals (RPCHs)

485.601 Basis and scope.
485.602 Definitions.
485.603 Rural health network.
485.604 Personnel qualifications.
485.606 Designation of RPCHs.
485.608 Condition of participation: Compli-

ance with Federal, State, and local laws
and regulations.

485.610 Condition of participation: Location.
485.612 Condition of participation: Compli-

ance with hospital requirements at time
of application.

485.614 Condition of participation: Termi-
nation of inpatient care services.

485.616 Condition of participation: Agree-
ment to participate in network commu-
nications system.

485.618 Condition of participation: Emer-
gency services.

485.620 Condition of participation: Number
of beds and length of stay.

485.623 Condition of participation: Physical
plant and environment.

485.627 Condition of participation: Organiza-
tional structure.

485.631 Condition of participation: Staffing
and staff responsibilities.

485.635 Condition of participation: Provision
of services.

485.638 Condition of participation: Clinical
records.

485.639 Condition of participation: Surgical
services.

485.641 Condition of participation: Periodic
evaluation and quality assurance review.

485.645 Special requirements for RPCH pro-
viders of long-term care services
(‘‘swing-beds’’).

Subpart G—[Reserved]

Subpart H—Conditions of Participation for
Clinics, Rehabilitation Agencies, and
Public Health Agencies as Providers of
Outpatient Physical Therapy and
Speech-Language Pathology Services

485.701 Basis and scope.
485.703 Definitions.
485.705 Personnel qualifications.
485.707 Condition of participation: Compli-

ance with Federal, State, and local laws.
485.709 Condition of participation: Adminis-

trative management.
485.711 Condition of participation: Plan of

care and physician involvement.
485.713 Condition of participation: Physical

therapy services.
485.715 Condition of participation: Speech

pathology services.
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485.717 Condition of participation: Rehabili-
tation program.

485.719 Condition of participation: Arrange-
ments for physical therapy and speech-
language pathology services to be per-
formed by other than salaried organiza-
tion personnel.

485.721 Condition of participation: Clinical
records.

485.723 Condition of participation: Physical
environment.

485.725 Condition of participation: Infection
control.

485.727 Condition of participation: Disaster
preparedness.

485.729 Condition of participation: Program
evaluation.

AUTHORITY: Secs. 1102 and 1871 of the Social
Security Act (42 U.S.C. 1302 and 1395(hh)).

SOURCE: 48 FR 56293, Dec. 15, 1982, unless
otherwise noted. Redesignated at 50 FR 33034,
Aug. 16, 1985.

Subpart A—[Reserved]

Subpart B—Conditions of Partici-
pation: Comprehensive Out-
patient Rehabilitation Facilities

§ 485.50 Basis and scope.

This subpart sets forth the condi-
tions that facilities must meet to be
certified as comprehensive outpatient
rehabilitation facilities (CORFs) under
section 1861(cc)(2) of the Social Secu-
rity Act and be accepted for participa-
tion in Medicare in accordance with
part 489 of this chapter.

§ 485.51 Definition.

As used in this subpart, unless the
context indicates otherwise, ‘‘com-
prehensive outpatient rehabilitation facil-
ity’’, ‘‘CORF’’, or ‘‘facility’’ means a
nonresidential facility that—

(a) Is established and operated exclu-
sively for the purpose of providing di-
agnostic, therapeutic, and restorative
services to outpatients for the rehabili-
tation of injured, disabled, or sick per-
sons, at a single fixed location, by or
under the supervision of a physician;
and

(b) Meets all the requirements of this
subpart.

§ 485.54 Condition of participation:
Compliance with State and local
laws.

The facility and all personnel who
provide services must be in compliance
with applicable State and local laws
and regulations.

(a) Standard: Licensure of facility. If
State or local law provides for licens-
ing, the facility must be currently li-
censed or approved as meeting the
standards established for licensure.

(b) Standard: Licensure of personnel.
Personnel that provide service must be
licensed, certified, or registered in ac-
cordance with applicable State and
local laws.

§ 485.56 Condition of participation:
Governing body and administra-
tion.

The facility must have a governing
body that assumes full legal respon-
sibility for establishing and imple-
menting policies regarding the man-
agement and operation of the facility.

(a) Standard: Disclosure of ownership.
The facility must comply with the pro-
visions of part 420, subpart C of this
chapter that require health care pro-
viders and fiscal agents to disclose cer-
tain information about ownership and
control.

(b) Standard: Administrator. The gov-
erning body must appoint an adminis-
trator who—

(1) Is responsible for the overall man-
agement of the facility under the au-
thority delegated by the governing
body;

(2) Implements and enforces the fa-
cility’s policies and procedures;

(3) Designates, in writing, an individ-
ual who, in the absence of the adminis-
trator, acts on behalf of the adminis-
trator; and

(4) Retains professional and adminis-
trative responsibility for all personnel
providing facility services.

(c) Standard: Group of professional per-
sonnel. The facility must have a group
of professional personnel associated
with the facility that—

(1) Develops and periodically reviews
policies to govern the services provided
by the facility; and
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(2) Consists of at least one physician
and one professional representing each
of the services provided by the facility.

(d) Standard: Institutional budget plan.
The facility must have an institutional
budget plan that meets the following
conditions:

(1) It is prepared, under the direction
of the governing body, by a committee
consisting of representatives of the
governing body and the administrative
staff.

(2) It provides for—
(i) An annual operating budget pre-

pared according to generally accepted
accounting principles;

(ii) A 3-year capital expenditure plan
if expenditures in excess of $100,000 are
anticipated, for that period, for the ac-
quisition of land; the improvement of
land, buildings, and equipment; and the
replacement, modernization, and ex-
pansion of buildings and equipment;
and

(iii) Annual review and updating by
the governing body.

(e) Standard: Patient care policies. The
facility must have written patient care
policies that govern the services it fur-
nishes. The patient care policies must
include the following:

(1) A description of the services the
facility furnishes through employees
and those furnished under arrange-
ments.

(2) Rules for and personnel respon-
sibilities in handling medical emer-
gencies.

(3) Rules for the storage, handling,
and administration of drugs and
biologicals.

(4) Criteria for patient admission,
continuing care, and discharge.

(5) Procedures for preparing and
maintaining clinical records on all pa-
tients.

(6) A procedure for explaining to the
patient and the patient’s family the ex-
tent and purpose of the services to be
provided.

(7) A procedure to assist the referring
physician in locating another level of
care for—patients whose treatment has
terminated and who are discharged.

(8) A requirement that patients ac-
cepted by the facility must be under
the care of a physician.

(9) A requirement that there be a
plan of treatment established by a phy-
sician for each patient.

(10) A procedure to ensure that the
group of professional personnel reviews
and takes appropriate action on rec-
ommendations from the utilization re-
view committee regarding patient care
policies.

(f) Standard: Delegation of authority.
The responsibility for overall adminis-
tration, management, and operation
must be retained by the facility itself
and not delegated to others.

(1) The facility may enter into a con-
tract for purposes of assistance in fi-
nancial management and may delegate
to others the following and similar
services:

(i) Bookkeeping.
(ii) Assistance in the development of

procedures for billing and accounting
systems.

(iii) Assistance in the development of
an operating budget.

(iv) Purchase of supplies in bulk
form.

(v) The preparation of financial
statements.

(2) When the services listed in para-
graph (f)(1) of this section are dele-
gated, a contract must be in effect and:

(i) May not be for a term of more
than 5 years;

(ii) Must be subject to termination
within 60 days of written notice by ei-
ther party;

(iii) Must contain a clause requiring
renegotiation of any provision that
HCFA finds to be in contravention to
any new, revised or amended Federal
regulation or law;

(iv) Must state that only the facility
may bill the Medicare program; and

(v) May not include clauses that
state or imply that the contractor has
power and authority to act on behalf of
the facility, or clauses that give the
contractor rights, duties, discretions,
or responsibilities that enable it to dic-
tate the administration, mangement,
or operations of the facility.
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§ 485.58 Condition of participation:
Comprehensive rehabilitation pro-
gram.

The facility must provide a coordi-
nated rehabilitation program that in-
cludes, at a minimum, physicians’ serv-
ices, physical therapy services, and so-
cial or psychological services. The
services must be furnished by person-
nel that meet the qualifications set
forth in § 485.70 and must be consistent
with the plan of treatment and the re-
sults of comprehensive patient assess-
ments.

(a) Standard: Physician services. (1) A
facility physician must be present in
the facility for a sufficient time to—

(i) Provide, in accordance with ac-
cepted principles of medical practice,
medical direction, medical care serv-
ices, and consultation;

(ii) Establish the plan of treatment
in cases where a plan has not been es-
tablished by the referring physician;

(iii) Assist in establishing and imple-
menting the facility’s patient care
policies; and

(iv) Participate in plan of treatment
reviews, patient case review con-
ferences, comprehensive patient assess-
ment and reassessments, and utiliza-
tion review.

(2) The facility must provide for
emergency physician services during
the facility operating hours.

(b) Standard: Plan of treatment. For
each patient, a physician must estab-
lish a plan of treatment before the fa-
cility initiates treatment. The plan of
treatment must meet the following re-
quirements:

(1) It must delineate anticipated
goals and specify the type, amount, fre-
quency and duration of services to be
provided.

(2) It must be promptly evaluated
after changes in the patient’s condition
and revised when necessary.

(3) It must, if appropriate, be devel-
oped in consultation with the facility
physician and the appropriate facility
professional personnel.

(4) It must be reviewed at least every
60 days by a facility physician who,
when appropriate, consults with the
professional personnel providing serv-
ices. The results of this review must be
communicated to the patient’s refer-
ring physician for concurrence before

treatment is continued or discon-
tinued.

(5) It must be revised if the com-
prehensive reassessment of the pa-
tient’s status or the results of the pa-
tient case review conference indicate
the need for revision.

(c) Standard: Coordination of services.
The facility must designate, in writing,
a qualified professional to ensure that
professional personnel coordinate their
related activities and exchange infor-
mation about each patient under their
care. Mechanisms to assist in the co-
ordination of services must include—

(1) Providing to all personnel associ-
ated with the facility, a schedule indi-
cating the frequency and type of serv-
ices provided at the facility;

(2) A procedure for communicating to
all patient care personnel pertinent in-
formation concerning significant
changes in the patient’s status;

(3) Periodic clinical record entries,
noting at least the patient’s status in
relationship to goal attainment; and

(4) Scheduling patient case review
conferences for purposes of determin-
ing appropriateness of treatment, when
indicated by the results of the initial
comprehensive patient assessment, re-
assessment(s), the recommendation of
the facility physician (or other physi-
cian who established the plan of treat-
ment), or upon the recommendation of
one of the professionals providing serv-
ices.

(d) Standard: Provision of services. (1)
All patients must be referred to the fa-
cility by a physician who provides the
following information to the facility
before treatment is initiated:

(i) The patient’s significant medical
history.

(ii) Current medical findings.
(iii) Diagnosis(es) and contraindica-

tions to any treatment modality.
(iv) Rehabilitation goals, if deter-

mined.
(2) Services may be provided by facil-

ity employees or by others under ar-
rangements made by the facility.

(3) The facility must have on its
premises the necessary equipment to
implement the plan of treatment and
sufficient space to allow adequate care.

(4) The services must be furnished by
personnel that meet the qualifications
of § 485.70 and the number of qualified
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personnel must be adequate for the vol-
ume and diversity of services offered.
Personnel that do not meet the quali-
fications specified in § 485.70 may be
used by the facility in assisting quali-
fied staff. When a qualified individual
is assisted by these personnel, the
qualified individual must be on the
premises, and must instruct these per-
sonnel in appropriate patient care serv-
ice techniques and retain responsibility
for their activities.

(5) A qualified professional must ini-
tiate and coordinate the appropriate
portions of the plan of treatment, mon-
itor the patient’s progress, and rec-
ommend changes, in the plan, if nec-
essary.

(6) A qualified professional represent-
ing each service made available at the
facility must be either on the premises
of the facility or must be available
through direct telecommunication for
consultation and assistance during the
facility’s operating hours. At least one
qualified professional must be on the
premises during the facility’s operating
hours.

(7) All services must be provided con-
sistent with accepted professional
standards and practice.

(e) Standard: Scope and site of serv-
ices—(1) Basic requirements. The facility
must provide all the CORF services re-
quired in the plan of treatment and, ex-
cept as provided in paragraph (e)(2) of
this section, must provide the services
on its premises.

(2) Exceptions. Physical therapy, oc-
cupational therapy, and speech pathol-
ogy services furnished away from the
premises of the CORF may be covered
as CORF services if Medicare payment
is not otherwise made for these serv-
ices. In addition, a single home visit is
covered if there is need to evaluate the
potential impact of the home environ-
ment on the rehabilitation goals.

(f) Standard: Patient assessment. Each
qualified professional involved in the
patient’s care, as specified in the plan
of treatment, must—

(1) Carry out an initial patient as-
sessment; and

(2) In order to identify whether or
not the current plan of treatment is
appropriate, perform a patient reas-
sessment after significant changes in
the patient’s status.

(g) Standard: Laboratory services. (1) If
the facility provides its own laboratory
services, the services must meet the
applicable requirements for labora-
tories specified in part 493 of this chap-
ter.

(2) If the facility chooses to refer
specimens for laboratory testing, the
referral laboratory must be certified in
the appropriate specialties and sub-
specialties of services in accordance
with the requirements of part 493 of
this chapter.

[48 FR 56293, Dec. 15, 1982, as amended at 56
FR 8852, Mar. 1, 1991; 57 FR 7137, Feb. 28, 1992]

§ 485.60 Condition of participation:
Clinical records.

The facility must maintain clinical
records on all patients in accordance
with accepted professional standards
and practice. The clinical records must
be completely, promptly, and accu-
rately documented, readily accessible,
and systematically organized to facili-
tate retrieval and compilation of infor-
mation.

(a) Standard: Content. Each clinical
record must contain sufficient infor-
mation to identify the patient clearly
and to justify the diagnosis and treat-
ment. Entries in the clinical record
must be made as frequently as is nec-
essary to insure effective treatment
and must be signed by personnel pro-
viding services. All entries made by as-
sistant level personnel must be
countersigned by the corresponding
professional. Documentation on each
patient must be consolidated into one
clinical record that must contain—

(1) The initial assessment and subse-
quent reassessments of the patient’s
needs;

(2) Current plan of treatment;
(3) Identification data and consent or

authorization forms;
(4) Pertinent medical history, past

and present;
(5) A report of pertinent physical ex-

aminations if any;
(6) Progress notes or other docu-

mentation that reflect patient reaction
to treatment, tests, or injury, or the
need to change the established plan of
treatment; and

(7) Upon discharge, a discharge sum-
mary including patient status relative

VerDate 27-NOV-96 10:06 Dec 19, 1996 Jkt 167165 PO 00000 Frm 00438 Fmt 8010 Sfmt 8010 E:\CFR\167165.091 167165



439

Health Care Financing Administration, HHS § 485.62

to goal achievement, prognosis, and fu-
ture treatment considerations.

(b) Standard: Protection of clinical
record information. The facility must
safeguard clinical record information
against loss, destruction, or unauthor-
ized use. The facility must have proce-
dures that govern the use and removal
of records and the conditions for re-
lease of information. The facility must
obtain the patient’s written consent
before releasing information not re-
quired to be released by law.

(c) Standard: Retention and preserva-
tion. The facility must retain clinical
record information for 5 years after pa-
tient discharge and must make provi-
sion for the maintenance of such
records in the event that it is no longer
able to treat patients.

§ 485.62 Condition of participation:
Physical environment.

The facility must provide a physical
environment that protects the health
and safety or patients, personnel, and
the public.

(a) Standard: Safety and comfort of pa-
tients. The physical premises of the fa-
cility and those areas of its surround-
ing physical structure that are used by
the patients (including at least all
stairwells, corridors and passageways)
must meet the following requirements:

(1) Applicable Federal, State, and
local building, fire, and safety codes
must be met.

(2) Fire extinguishers must be easily
accessible and fire regulations must be
prominently posted.

(3) A fire alarm system with local (in-
house) capability must be functional,
and where power is generated by elec-
tricity, an alternate power source with
automatic triggering must be present.

(4) Lights, supported by an emer-
gency power source, must be placed at
exits.

(5) A sufficient number of staff to
evacuate patients during a disaster
must be on the premises of the facility
whenever patients are being treated.

(6) Lighting must be sufficient to
carry out services safely; room tem-
perature must be maintained at com-
fortable levels; and ventilation through
windows, mechanical means, or a com-
bination of both must be provided.

(7) Safe and sufficient space must be
available for the scope of services of-
fered.

(b) Standard: Sanitary environment.
The facility must maintain a sanitary
environment and establish a program
to identify, investigate, prevent, and
control the cause of patient infections.

(1) The facility must establish writ-
ten policies and procedures designed to
control and prevent infection in the fa-
cility and to investigate and identify
possible causes of infection.

(2) The facility must monitor the in-
fection control program to ensure that
the staff implement the policies and
procedures and that the policies and
procedures are consistent with current
practices in the field.

(3) The facility must make available
at all times a quantity of laundered
linen adequate for proper care and
comfort of patients. Linens must be
handled, stored, and processed in a
mannner that prevents the spread of
infection.

(4) Provisions must be in effect to en-
sure that the facility’s premises are
maintained free of rodent and insect
infestation.

(c) Standard: Maintenance of equip-
ment, physical location, and grounds.
The facility must establish a written
preventive maintenance program to en-
sure that—

(1) All equipment is properly main-
tained and equipment needing periodic
calibration is calibrated consistent
with the manufacturer’s recommenda-
tions; and

(2) The interior of the facility, the
exterior of the physical structure hous-
ing the facility, and the exterior walk-
ways and parking areas are clean and
orderly and maintained free of any de-
fects that are a hazard to patients, per-
sonnel, and the public.

(d) Standard: Access for the physically
impaired. The facility must ensure the
following:

(1) Doorways, stairwells, corridors,
and passageways used by patients are—

(i) Of adequate width to allow for
easy movement of all patients (includ-
ing those on stretchers or in wheel-
chairs); and

(ii) In the case of stairwells, equipped
with firmly attached handrails on at
least one side.
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(2) At least one toilet facility is ac-
cessible and constructed to allow utili-
zation by ambulatory and non-
ambulatory individuals.

(3) At least one entrance is usable by
individuals in wheelchairs.

(4) In multi-story buildings, elevators
are accessible to and usable by the
physically impaired on the level that
they use to enter the building and all
levels normally used by the patients of
the facility.

(5) Parking spaces are large enough
and close enough to the facility to
allow safe access by the physically im-
paired.

§ 485.64 Condition of participation:
Disaster procedures.

The facility must have written poli-
cies and procedures that specifically
define the handling of patients, person-
nel, records, and the public during dis-
asters. All personnel associated with
the facility must be knowledgeable
with respect to these procedures, be
trained in their application, and be as-
signed specific responsibilities.

(a) Standard: Disaster plan. The facili-
ty’s written disaster plan must be de-
veloped and maintained with assist-
ance of qualified fire, safety, and other
appropriate experts. The plan must in-
clude—

(1) Procedures for prompt transfer of
casualties and records;

(2) Procedures for notifying commu-
nity emergency personnel (for example,
fire department, ambulance, etc.);

(3) Instructions regarding the loca-
tion and use of alarm systems and sig-
nals and fire fighting equipment; and

(4) Specification of evacuation routes
and procedures for leaving the facility.

(b) Standard: Drills and staff training.
(1) The facility must provide ongoing
training and drills for all personnel as-
sociated with the facility in all aspects
of disaster preparedness.

(2) All new personnel must be ori-
ented and assigned specific responsibil-
ities regarding the facility’s disaster
plan within two weeks of their first
workday.

§ 485.66 Condition of participation:
Utilization review plan.

The facility must have in effect a
written utilization review plan that is

implemented at least each quarter, to
assess the necessity of services and
promotes the most efficient use of
services provided by the facility.

(a) Standard: Utilization review commit-
tee. The utilization review committee,
consisting of the group of professional
personnel specified in § 485.56(c), a com-
mittee of this group, or a group of
similar composition, comprised by pro-
fessional personnel not associated with
the facility, must carry out the utiliza-
tion review plan.

(b) Standard: Utilization review plan.
The utilization review plan must con-
tain written procedures for evaluat-
ing—

(1) Admissions, continued care, and
discharges using, at a minimum, the
criteria established in the patient care
policies;

(2) The applicability of the plan of
treatment to established goals; and

(3) The adequacy of clinical records
with regard to—

(i) Assessing the quality of services
provided; and

(ii) Determining whether the facili-
ty’s policies and clinical practices are
compatible and promote appropriate
and efficient utilization of services.

§ 485.70 Personnel qualifications.

This section sets forth the qualifica-
tions that must be met, as a condition
of participation, under § 485.58, and as a
condition of coverage of services under
§ 410.100 of this chapter.

(a) A facility physician must be a
doctor of medicine or osteopathy who—

(1) Is licensed under State law to
practice medicine or surgery; and

(2) Has had, subsequent to complet-
ing a 1-year hospital internship, at
least 1 year of training in the medical
management of patients requiring re-
habilitation services; or

(3) Has had at least 1 year of full-
time or part-time experience in a reha-
bilitation setting providing physicians’
services similar to those required in
this subpart.

(b) A licensed practical nurse must be
licensed as a practical or vocational
nurse by the State in which practicing,
if applicable.

(c) An occupational therapist and an
occupational therapist assistant must
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meet the qualifications set forth in
§ 405.1202(f) and (g) of this chapter.

(d) An orthotist must—
(1) Be licensed by the State in which

practicing, if applicable;
(2) Have successfully completed a

training program in orthotics that is
jointly recognized by the American
Council on Education and the Amer-
ican Board for Certification in
Orthotics and Prosthetics; and

(3) Be eligible to take that Board’s
certification examination in orthotics.

(e) A physical therapist and a physical
therapist assistant must meet the quali-
fications set forth in paragraphs (b)
and (c) of § 485.705.

(f) A prosthetist must—
(1) Be licensed by the State in which

practicing, if applicable;
(2) Have successfully completed a

training program in prosthetics that is
jointly recognized by the American
Council on Education and the Amer-
ican Board for Certification in
Orthotics and Prosthetics; and

(3) Be eligible to take that Board’s
certification examination in prosthet-
ics.

(g) A psychologist must be certified or
licensed by the State in which he or
she is practicing, if that State requires
certification or licensing, and must
hold a masters degree in psychology
from and educational institution ap-
proved by the State in which the insti-
tution is located.

(h) A registered nurse must be a grad-
uate of an approved school of nursing
and be licensed as a registered nurse by
the State in which practicing, if appli-
cable.

(i) A rehabilitation counselor must—
(1) Be licensed by the State in which

practicing, if applicable;
(2) Hold at least a bachelor’s degree;

and
(3) Be eligible to take the certifi-

cation examination administered by
the Commission on Rehabilitation
Counselor Certification.

(j) A respiratory therapist must—
(1) Be licensed by the State in which

practicing, if applicable;
(2) Have successfully completed a

training program accredited by the
Committee on Allied Health Education
and Accreditation (CAHEA) in collabo-
ration with the Joint Review Commit-

tee for Respiratory Therapy Education;
and

(3) Either—
(i) Be eligible to take the registry ex-

amination for respiratory therapists
administered by the National Board for
Respiratory Therapy, Inc.; or

(ii) Have equivalent training and ex-
perience as determined by the National
Board for Respiratory Therapy, Inc.

(k) A respiratory therapy technician
must—

(1) Be licensed by the State in which
practicing, if applicable;

(2) Have successfully completed a
training program accredited by the
Committees on Allied Health Edu-
cation and Accreditation (CAHEA) in
collaboration with the Joint Review
Committee for Respiratory Therapy
Education; and

(3) Either—
(i) Be eligible to take the certifi-

cation examination for respiratory
therapy technicians administered by
the National Board for Respiratory
Therapy, Inc,; or

(ii) Have equivalent training and ex-
perience as determined by the National
Board for Respiratory Therapy, Inc.

(l) A social worker must—
(1) Be licensed by the State in which

practicing, if applicable;
(2) Hold at least a bachelor’s degree

from a school accredited or approved
by the Council on Social Work Edu-
cation; and

(3) Have 1 year of social work experi-
ence in a health care setting.

(m) A speech-language pathologist
must meet the qualifications set forth
in § 485.705(f) of this chapter.

[48 FR 56293, Dec. 15, 1982. Redesignated and
amended at 50 FR 33034, Aug. 16, 1985; 51 FR
41352, Nov. 14, 1986; 60 FR 2327, Jan. 9, 1995]

§ 485.74 Appeal rights.

The appeal provisions set forth in
part 498 of this chapter, for providers,
are applicable to any entity that is
participating or seeks to participate in
the Medicare program as a CORF.

[48 FR 56293, Dec. 15, 1982, as amended at 52
FR 22454, June 12, 1987]
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Subparts C-E—[Reserved]

Subpart F—Conditions of Partici-
pation: Rural Primary Care
Hospitals (RPCHs)

SOURCE: 58 FR 30671, May 26, 1993, unless
otherwise noted.

§ 485.601 Basis and scope.

(a) Statutory basis. This subpart is
based on section 1820 of the Act which
sets forth the conditions for designat-
ing certain hospitals as RPCHs.

(b) Scope. This subpart sets forth the
conditions that a hospital must meet
to be designated as an RPCH.

§ 485.602 Definitions.

As used in this subpart, unless the
context indicates otherwise:

Direct services means services pro-
vided by employed staff of the RPCH,
not services provided through arrange-
ments or agreements.

[59 FR 45403, Sept. 1, 1994]

§ 485.603 Rural health network.

A rural health network is an organi-
zation that meets the following speci-
fications:

(a) It includes—
(1) At least one hospital that the

State has designated or plans to des-
ignate as an RPCH; and

(2) At least one hospital that meets
one of the following conditions:

(i) The State has designated or plans
to designate the hospital as an EACH
under § 412.109(d) of this chapter.

(ii) HCFA has classified the hospital
as a referral center under § 412.96 of this
chapter.

(iii) The hospital is located in an
urban area and meets the criteria for
classification as a regional referral
center under § 412.96 of this chapter.

(b) The members of the organization
have entered into agreements regard-
ing—

(1) Patient referral and transfer;
(2) The development and use of com-

munications systems, including, where
feasible, telemetry systems and sys-
tems for electronic sharing of patient
data; and

(3) The provision of emergency and
nonemergency transportation among
members.

[58 FR 30671, May 26, 1993, as amended at 60
FR 45850, Sept. 1, 1995]

§ 485.604 Personnel qualifications.

Staff that furnish services in an
RPCH must meet the applicable re-
quirements of this section.

(a) Clinical nurse specialist. A clinical
nurse specialist must be a person who
performs the services of a clinical
nurse specialist as authorized by the
State, in accordance with State law or
the State regulatory mechanism pro-
vided by State law.

(b) Nurse practitioner. A nurse practi-
tioner must be a registered profes-
sional nurse who is currently licensed
to practice in the State, who meets the
State’s requirements governing the
qualification of nurse practitioners,
and who meets one of the following
conditions:

(1) Is currently certified as a primary
care nurse practitioner by the Amer-
ican Nurses’ Association or by the Na-
tional Board of Pediatric Nurse Practi-
tioners and Associates.

(2) Has successfully completed a 1
academic year program that—

(i) Prepares registered nurses to per-
form an expanded role in the delivery
of primary care;

(ii) Includes at least 4 months (in the
aggregate) of classroom instruction
and a component of supervised clinical
practice; and

(iii) Awards a degree, diploma, or cer-
tificate to persons who successfully
complete the program.

(3) Has successfully completed a for-
mal educational program (for prepar-
ing registered nurses to perform an ex-
panded role in the delivery of primary
care) that does not meet the require-
ments of paragraph (a)(2) of this sec-
tion, and has been performing an ex-
panded role in the delivery of primary
care for a total of 12 months during the
18-month period immediately preceding
June 25, 1993.

(c) Physician assistant. A physician
assistant must be a person who meets
the applicable State requirements gov-
erning the qualifications for assistants
to primary care physicians, and who
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meets at least one of the following con-
ditions:

(1) Is currently certified by the Na-
tional Commission on Certification of
Physician Assistants to assist primary
care physicians.

(2) Has satisfactorily completed a
program for preparing physician assist-
ants that—

(i) Was at least one academic year in
length;

(ii) Consisted of supervised clinical
practice and at least 4 months (in the
aggregate) of classroom instruction di-
rected toward preparing students to de-
liver health care; and

(iii) Was accredited by the American
Medical Association’s Committee on
Allied Health Education and Accredita-
tion.

(3) Has satisfactorily completed a
formal educational program (for pre-
paring physician assistants) that does
not meet the requirements of para-
graph (c)(2) of this section and has been
assisting primary care physicians for a
total of 12 months during the 18-month
period immediately preceding June 25,
1993.

§ 485.606 Designation of RPCHs.
(a) Criteria for State designation—(1) A

State that has received a grant under
section 1820(a)(1) of the Act may des-
ignate as an RPCH any hospital that—

(i) Is located in the State that has re-
ceived the grant, or is located in an ad-
joining State and is a member of a
rural health network that also includes
one or more facilities located in the
State that has received the grant;

(ii) Meets the RPCH conditions of
participation in this subpart F; and

(iii) Applies to the State that has re-
ceived the grant for designation as an
RPCH.

(2) The State must give preference to
hospitals participating in a rural
health network, as defined in § 485.603.

(3) The State must not deny any hos-
pital that is otherwise eligible for des-
ignation as an RPCH under this para-
graph (a) solely because the hospital
has entered into an agreement under
which the hospital may provide
posthospital SNF care as described in
§ 482.66 of this chapter.

(b) Criteria for HCFA designation—(1)
HCFA designates a hospital as an

RPCH if the hospital is designated as
an RPCH by the State in which it is lo-
cated or by an adjoining State that has
received a grant.

(2) HCFA may designate a hospital as
an RPCH if the hospital is not eligible
for State designation and meets all the
requirements in paragraph (c)(2) of this
section.

(3) HCFA may also designate not
more than 15 hospitals as RPCHs if the
hospitals are not located in States that
have received grants under section
1820(a)(1) of the Act and meet the re-
quirements of paragraph (c)(1) of this
section.

(c) Special rule: Hospitals not des-
ignated by a State as RPCHs—(1) HCFA
may designate not more than 15 hos-
pitals as RPCHs under this paragraph
(c)(1). These hospitals must be located
in a State that has not received a grant
under section 1820(a)(1) of the Act,
must not have been designated as
RPCHs by a State that has received a
grant under paragraph (a)(1) of this
section, and must meet the require-
ments with regard to location, partici-
pation in the Medicare program, and
emergency services as defined in
§§ 485.610, 485.612, and 485.618, respec-
tively. In designating a hospital as an
RPCH under this paragraph (c)(1),
HCFA—

(i) Gives preference to a hospital that
has entered into an agreement with a
rural health network as defined in
§ 485.603 that is located in a State that
has received a grant under section
1820(a)(1) of the Act; and

(ii) Does not deny this designation to
a hospital that otherwise is eligible for
this designation, solely because the
hospital has entered into an agreement
as described in § 482.66 of this chapter
under which the hospital provides
posthospital SNF care.

(2) HCFA may designate a hospital as
an RPCH if the hospital is located in a
State that has received a grant under
section 1820(a)(1) of the Act and is not
eligible for State designation under
paragraph (a) of this section solely be-
cause the hospital—

(i) Has not ceased, or agreed to cease,
providing inpatient care services, as
described in § 485.614;

(ii) Has more than six inpatient beds
or does not maintain an average length
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of stay for inpatients not greater than
72 hours for each 12-month cost report-
ing period, excluding periods of stays
that exceeded 72 hours because transfer
was precluded because of inclement
weather or other emergency condi-
tions, as described in § 485.620; or

(iii) Has not met the staffing require-
ments as described in § 485.631.

[58 FR 30671, May 26, 1993, as amended at 60
FR 45850, Sept. 1, 1995]

§ 485.608 Condition of participation:
Compliance with Federal, State,
and local laws and regulations.

The RPCH and its staff are in compli-
ance with applicable Federal, State
and local laws and regulations.

(a) Standard: Compliance with Federal
laws and regulations. The RPCH is in
compliance with applicable Federal
laws and regulations related to the
health and safety of patients.

(b) Standard: Compliance with State
and local laws and regulations. All pa-
tient care services are furnished in ac-
cordance with applicable State and
local laws and regulations.

(c) Standard: Licensure of RPCH. The
RPCH is licensed in accordance with
applicable Federal, State and local
laws and regulations.

(d) Standard: Licensure, certification or
registration of personnel. Staff of the
RPCH are licensed, certified, or reg-
istered in accordance with applicable
Federal, State, and local laws and reg-
ulations.

§ 485.610 Condition of participation:
Location.

(a) General rule. The RPCH meets the
following requirements:

(1) The RPCH is located outside any
area that is a Metropolitan Statistical
Area, as defined by the Office of Man-
agement and Budget, or that has been
recognized as urban under the regula-
tions in § 412.62(f) of this chapter.

(2) The RPCH is not deemed to be lo-
cated in an urban area under § 412.63(b)
of this chapter.

(3) The RPCH has not been classified
as an urban hospital for purposes of the
standardized payment amount by
HCFA or the Medicare Geographic
Classification Review Board under
§ 412.230(e) of this chapter, and is not
among a group of hospitals that have

been redesignated to an adjacent urban
area under § 412.232 of this chapter.

(b) Exception. An RPCH located in a
Metropolitan Statistical Area or simi-
lar area as defined in § 412.62(f) of this
chapter is deemed to meet the require-
ments of paragraph (a) of this section
if—

(1) The RPCH is located in a county
whose geographic area is substantially
larger than the average geographic
area for urban counties in the United
States; and

(2) The RPCH’s service area is char-
acteristic of the service areas of hos-
pitals located in rural areas.

[58 FR 30671, May 26, 1993; 58 FR 49935, Sept.
24, 1993

§ 485.612 Condition of participation:
Compliance with hospital require-
ments at time of application.

(a) The hospital has a provider agree-
ment to participate in the Medicare
program as a hospital at one of the fol-
lowing times—

(1) At the time the hospital applies
for designation as an RPCH; or

(2) At the time the hospital closed if
that time was within the 12 months
prior to the hospital’s application for
RPCH designation.

(b) The State is authorized to deter-
mine the form, content, and timing of
the application needed to be considered
for designation as an RPCH, and to
deem an otherwise eligible facility to
have applied timely under paragraph
(a) if it closed within the 12-month pe-
riod ending on the date on which the
application for RPCH designation is
first made available to interested fa-
cilities.

(c) The hospital is not found, on the
basis of a survey under part 489 of this
chapter, to be in violation of any of the
provisions of its provider agreement ei-
ther at the time the hospital applies
for designation as an RPCH or at the
time the hospital closed.

§ 485.614 Condition of participation:
Termination of inpatient care serv-
ices.

(a) General rule. The hospital has
ceased providing inpatient hospital
care or has agreed to cease providing
inpatient hospital care upon approval
of its application for designation as an
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RPCH except to the extent permitted
under paragraph (b) of this section.

(b) Limitations on inpatient care—(1) If
the RPCH does not have a swing-bed
agreement under § 485.645, it provides
not more than six inpatient beds for
providing inpatient RPCH care to pa-
tients, but only if—

(i) The patient requires stabilization
before discharge or transfer to a hos-
pital;

(ii) The patient’s attending physician
certifies that the patient may reason-
ably be expected to be discharged or
transferred to a hospital within 72
hours of admission to the facility; and

(iii) The RPCH complies with the
limitation on inpatient surgery set
forth in paragraph (b)(3) of this section.

(2) If the RPCH has a swing-bed
agreement under § 485.645, it provides
inpatient RPCH care as described
under paragraph (b)(1) of this section
and, under the swing-bed agreement,
provides posthospital SNF care.

(3) The RPCH does not provide any
inpatient hospital services consisting
of surgery or any other service requir-
ing the use of general anesthesia (other
than surgical procedures specified by
HCFA under § 416.65 of this chapter),
unless the attending physician certifies
that the risk associated with transfer-
ring the patient to a hospital for such
services outweighs the benefits of
transferring the patient to a hospital
for such services.

(c) Exception for RPCHs designated by
HCFA. If an RPCH is designated by
HCFA under the specific criteria in
§ 485.606(c), the RPCH is not subject to
the requirements in this section.

[60 FR 45850, Sept. 1, 1995]

§ 485.616 Condition of participation:
Agreement to participate in net-
work communications system.

In the case of an RPCH that is a
member of a rural health network as
defined in § 485.603 of this chapter, the
RPCH has in effect an agreement to
participate with other hospitals and fa-
cilities in the communications system
of the network, including the net-
work’s system for the electronic shar-
ing of patient data, including telem-
etry and medical records, if the net-
work has in operation such a system.

§ 485.618 Condition of participation:
Emergency services.

The RPCH provides emergency care
necessary to meet the needs of its inpa-
tients and outpatients.

(a) Standard: Availability. Emergency
services are available on a 24-hours a
day basis.

(b) Standard: Equipment, supplies, and
medication. Equipment, supplies, and
medication used in treating emergency
cases are kept at the RPCH and are
readily available for treating emer-
gency cases. The items available must
include the following:

(1) Drugs and biologicals commonly
used in life-saving procedures, includ-
ing analgesics, local anesthetics, anti-
biotics, anticonvulsants, antidotes and
emetics, serums and toxoids,
antiarrythmics, cardiac glycosides,
antihypertensives, diuretics, and elec-
trolytes and replacement solutions.

(2) Equipment and supplies commonly
used in life-saving procedures, includ-
ing airways, endotracheal tubes, ambu
bag/valve/mask, oxygen, tourniquets,
immobilization devices, nasogastric
tubes, splints, IV therapy supplies, suc-
tion machine, defibrillator, cardiac
monitor, chest tubes, and indwelling
urinary catheters.

(c) Standard: Blood and blood products.
The facility provides, either directly or
under arrangements, the following:

(1) Services for the procurement,
safekeeping, and transfusion of blood,
including the availability of blood
products needed for emergencies on a
24-hours a day basis.

(2) Blood storage facilities that meet
the requirements of 42 CFR part 493,
subpart K, and are under the control
and supervision of a pathologist or
other qualified doctor of medicine or
osteopathy. If blood banking services
are provided under an arrangement,
the arrangement is approved by the fa-
cility’s medical staff and by the per-
sons directly responsible for the oper-
ation of the facility.

(d) Standard: Personnel—(1) There
must be a practitioner with training or
experience in emergency care on call
and immediately available by tele-
phone or radio contact, and available
on site within 30 minutes, on a 24-hours
a day basis.
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(2) The practitioner referred to in
paragraph (d)(1) must be a doctor of
medicine or osteopathy, a physician as-
sistant, or a nurse practitioner.

(e) Standard: Coordination with emer-
gency response systems. The RPCH must,
in coordination with emergency re-
sponse systems in the area, establish
procedures under which a doctor of
medicine or osteopathy is immediately
available by telephone or radio contact
on a 24-hours a day basis to receive
emergency calls, provide information
on treatment of emergency patients,
and refer patients to the RPCH or
other appropriate locations for treat-
ment.

§ 485.620 Condition of participation:
Number of beds and length of stay.

(a) Standard: Number of beds. Except
as permitted for RPCHs having swing-
bed agreements under § 485.645 of this
chapter, the RPCH maintains no more
than six inpatient beds.

(b) Standard: Length of stay. The
RPCH maintains an average length of
stay for inpatients that is not greater
than 72 hours for each 12-month cost
reporting period. In determining the
average length of stay, periods of stay
of inpatients in excess of 72 hours are
not taken into account to the extent
such periods exceed 72 hours because
transfer to a hospital is precluded be-
cause of inclement weather or other
emergency conditions.

[58 FR 30671, May 26, 1993, as amended at 60
FR 45851, Sept. 1, 1995]

§ 485.623 Condition of participation:
Physical plant and environment.

(a) Standard: Construction. The RPCH
is constructed, arranged, and main-
tained to ensure access to and safety of
patients, and provides adequate space
for the provision of direct services.

(b) Standard: Maintenance. The RPCH
has housekeeping and preventive main-
tenance programs to ensure that—

(1) All essential mechanical, elec-
trical, and patient-care equipment is
maintained in safe operating condition;

(2) There is proper routine storage
and prompt disposal of trash;

(3) Drugs and biologicals are appro-
priately stored;

(4) The premises are clean and or-
derly; and

(5) There is proper ventilation, light-
ing, and temperature control in all
pharmaceutical, patient care, and food
preparation areas.

(c) Standard: Emergency procedures.
The RPCH assures the safety of pa-
tients in non-medical emergencies by—

(1) Training staff in handling emer-
gencies, including prompt reporting of
fires, extinguishing of fires, protection
and, where necessary, evacuation of pa-
tients, personnel, and guests, and co-
operation with fire fighting and disas-
ter authorities;

(2) Providing for emergency power
and lighting in the emergency room
and for battery lamps and flashlights
in other areas;

(3) Providing for an emergency fuel
and water supply; and

(4) Taking other appropriate meas-
ures that are consistent with the par-
ticular conditions of the area in which
the RPCH is located.

(d) Standard: Life safety from fire—(1)
Except as provided in paragraphs (d)(2)
and (d)(3) of this section, the RPCH
must meet the requirements of chapter
12, New Health Care Occupancy, or
chapter 13, Existing Health Care Occu-
pancy, of the 1985 edition of the Life
Safety Code of the National Fire Pro-
tection Association. Incorporation by
reference of the 1985 edition of the Na-
tional Fire Protection Association’s
Life Safety Code (published February 7,
1985; ANSI/NFPA 101) was approved by
the Director of the Federal Register in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The Code is available for
inspection at the HCFA Information
Resource Center, 6325 Security Boule-
vard, Room G–10–A East High Rise
Building, Baltimore, MD 21207, and the
Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC. Copies may be ob-
tained from the National Fire Protec-
tion Association, Batterymarch Park,
Quincy, Mass. 02209. If any changes in
this code are also to be incorporated by
reference, a document to that effect
will be published in the FEDERAL REG-
ISTER.

(2) Any RPCH that as a hospital on or
before November 26, 1982, complied,
with or without waivers, with the re-
quirements of the 1967 edition of the
Life Safety Code, or after November 26,
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1982 and on or before May 9, 1988, com-
plied with the 1981 edition of the Life
Safety Code, is considered to be in
compliance with this standard as long
as the RPCH continues to remain in
compliance with that edition of the
Code. The 1967 and 1981 Life Safety
Codes are available for inspection at
the HCFA Information Resource Cen-
ter, 6325 Security Boulevard, Room G–
10–A East High Rise Building, Balti-
more, MD 21207.

(3) After consideration of State sur-
vey agency findings, HCFA may waive
specific provisions of the Life Safety
Code that, if rigidly applied, would re-
sult in unreasonable hardship on the
RPCH, but only if the waiver does not
adversely affect the health and safety
of patients.

(4) The RPCH maintains written evi-
dence of regular inspection and ap-
proval by State or local fire control
agencies.

§ 485.627 Condition of participation:
Organizational structure.

(a) Standard: Governing body or re-
sponsible individual. The RPCH has a
governing body or an individual that
assumes full legal responsibility for de-
termining, implementing and monitor-
ing policies governing the RPCH’s total
operation and for ensuring that those
policies are administered so as to pro-
vide quality health care in a safe envi-
ronment.

(b) Standard: Disclosure. The RPCH
discloses the names and addresses of—

(1) Its owners, or those with a con-
trolling interest in the RPCH or in any
subcontractor in which the RPCH di-
rectly or indirectly has a 5 percent or
more ownership interest, in accordance
with subpart C of part 420 of this chap-
ter;

(2) The person principally responsible
for the operation of the RPCH; and

(3) The person responsible for medi-
cal direction.

§ 485.631 Condition of participation:
Staffing and staff responsibilities.

(a) Standard: Staffing—(1) The RPCH
has a professional health care staff
that includes one or more doctors of
medicine or osteopathy, and may in-
clude one or more physician assistants,

nurse practitioners, or clinical nurse
specialists.

(2) Any ancillary personnel are super-
vised by the professional staff.

(3) The staff is sufficient to provide
the services essential to the operation
of the RPCH.

(4) A doctor of medicine or osteop-
athy, nurse practitioner, clinical nurse
specialist, or physician assistant is
available to furnish patient care serv-
ices at all times the RPCH operates.

(5) A registered nurse, clinical nurse
specialist, or licensed practical nurse is
on duty whenever the RPCH has one or
more inpatients.

(b) Standard: Responsibilities of the
doctor of medicine or osteopathy. (1) The
doctor of medicine or osteopathy—

(i) Provides medical direction for the
RPCH’s health care activities and con-
sultation for, and medical supervision
of, the health care staff;

(ii) In conjunction with the physician
assistant and/or nurse practitioner
member(s), participates in developing,
executing, and periodically reviewing
the RPCH’s written policies governing
the services it furnishes.

(iii) In conjunction with the physi-
cian assistant and/or nurse practitioner
members, periodically reviews the
RPCH’s patient records, provides medi-
cal orders, and provides medical care
services to the patients of the RPCH;
and

(iv) Periodically reviews and signs
the records of patients cared for by
nurse practitioners, clinical nurse spe-
cialists, or physician assistants.

(2) A doctor of medicine or osteop-
athy is present for sufficient periods of
time, at least once in every 2 week pe-
riod (except in extraordinary cir-
cumstances) to provide the medical di-
rection, medical care services, con-
sultation, and supervision described in
this paragraph, and is available
through direct radio or telephone com-
munication for consultation, assist-
ance with medical emergencies, or pa-
tient referral. The extraordinary cir-
cumstances are documented in the
records of the RPCH. A site visit is not
required if no patients have been treat-
ed since the latest site visit.

(c) Standard: Physician assistant, nurse
practitioner, and clinical nurse specialist
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responsibilities. (1) The physician assist-
ant, the nurse practitioner, or clinical
nurse specialist members of the
RPCH’s staff—

(i) Participate in the development,
execution and periodic review of the
written policies governing the services
the RPCH furnishes; and

(ii) Participate with a doctor of med-
icine or osteopathy in a periodic review
of the patients’ health records.

(2) The physician assistant, nurse
practitioner, or clinical nurse special-
ist performs the following functions to
the extent they are not being per-
formed by a doctor of medicine or oste-
opathy:

(i) Provides services in accordance
with the RPCH’s policies.

(ii) Arranges for, or refers patients
to, needed services that cannot be fur-
nished at the RPCH, and assures that
adequate patient health records are
maintained and transferred as required
when patients are referred.

(3) Whenever a patient is admitted to
the RPCH by a nurse practitioner, phy-
sician assistant, or clinical nurse spe-
cialist, a doctor of medicine or osteop-
athy on the staff of the RPCH is noti-
fied of the admission.

§ 485.635 Condition of participation:
Provision of services.

(a) Standard: Patient care policies. (1)
The RPCH’s health care services are
furnished in accordance with appro-
priate written policies that are consist-
ent with applicable State law.

(2) The policies are developed with
the advice of a group of professional
personnel that includes one or more
doctors of medicine or osteopathy and
one or more physician assistants, nurse
practitioners, or clinical nurse special-
ists, if they are on staff under the pro-
visions of § 485.631(a)(1); at least one
member is not a member of the RPCH
staff.

(3) The policies include the following:
(i) A description of the services the
RPCH furnishes directly and those fur-
nished through agreement or arrange-
ment.

(ii) Policies and procedures for emer-
gency medical services.

(iii) Guidelines for the medical man-
agement of health problems that in-
clude the conditions requiring medical

consultation and/or patient referral,
the maintenance of health care
records, and procedures for the periodic
review and evaluation of the services
furnished by the RPCH.

(iv) Rules for the storage, handling,
dispensation, and administration of
drugs and biologicals. These rules must
provide that there is a drug storage
area that is administered in accordance
with accepted professional principles,
that current and accurate records are
kept of the receipt and disposition of
all scheduled drugs, and that outdated,
mislabeled, or otherwise unusable
drugs are not available for patient use.

(v) Procedures for reporting adverse
drug reactions and errors in the admin-
istration of drugs.

(vi) A system for identifying, report-
ing, investigating and controlling in-
fections and communicable diseases of
patients and personnel.

(vii) If the RPCH furnishes inpatient
services, procedures that ensure that
the nutritional needs of inpatients are
met in accordance with recognized die-
tary practices and the orders of the
practitioner responsible for the care of
the patients, and that the requirement
of § 483.25(i) is met with respect to inpa-
tients receiving posthospital SNF care.

(4) These policies are reviewed at
least annually by the group of profes-
sional personnel required under para-
graph (a)(2) of this section, and re-
viewed as necessary by the RPCH.

(b) Standard: Direct services—(1) Gen-
eral. The RPCH staff furnishes, as di-
rect services, those diagnostic and
therapeutic services and supplies that
are commonly furnished in a physi-
cian’s office or at another entry point
into the health care delivery system,
such as a low intensity hospital out-
patient department or emergency de-
partment. These direct services include
medical history, physical examination,
specimen collection, assessment of
health status, and treatment for a vari-
ety of medical conditions.

(2) Laboratory services. The RPCH pro-
vides, as direct services, basic labora-
tory services essential to the imme-
diate diagnosis and treatment of the
patient that meet the standards im-
posed under section 353 of the Public
Health Service Act (42 U.S.C. 236a).
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(See the laboratory requirements spec-
ified in part 493 of this chapter.) The
services provided include:

(i) Chemical examination of urine by
stick or tablet method or both (includ-
ing urine ketones);

(ii) Hemoglobin or hematocrit;
(iii) Blood glucose:
(iv) Examination of stool specimens

for occult blood;
(v) Pregnancy tests; and
(vi) Primary culturing for transmit-

tal to a certified laboratory.
(3) Radiology services. Radiology serv-

ices furnished at the RPCH are pro-
vided as direct services by staff quali-
fied under State law, and do not expose
RPCH patients or staff to radiation
hazards.

(4) Emergency procedures. In accord-
ance with the requirements of § 485.618,
the RPCH provides as direct services
medical emergency procedures as a
first response to common life-threaten-
ing injuries and acute illness.

(c) Standard: Services provided through
agreements or arrangements. (1) The
RPCH has agreements or arrangements
(as appropriate) with one or more pro-
viders or suppliers participating under
Medicare to furnish other services to
its patients, including—

(i) Inpatient hospital care;
(ii) Services of doctors of medicine or

osteopathy; and
(iii) Additional or specialized diag-

nostic and clinical laboratory services
that are not available at the RPCH.

(iv) Food and other services to meet
inpatients’ nutritional needs to the ex-
tent these services are not provided di-
rectly by the RPCH.

(2) If the agreements or arrange-
ments are not in writing, the RPCH is
able to present evidence that patients
referred by the RPCH are being accept-
ed and treated.

(3) The RPCH maintains a list of all
services furnished under arrangements
or agreements. The list describes the
nature and scope of the services pro-
vided.

(4) The person principally responsible
for the operation of the RPCH under
§ 485.627(b)(2) of this chapter is also re-
sponsible for the following:

(i) Services furnished in the RPCH
whether or not they are furnished
under arrangements or agreements.

(ii) Ensuring that a contractor of
services (including one for shared serv-
ices and joint ventures) furnishes serv-
ices that enable the RPCH to comply
with all applicable conditions of par-
ticipation and standards for the con-
tracted services.

(d) Standard: Nursing services. Nursing
services must meet the needs of pa-
tients.

(1) A registered nurse must provide
(or assign to other personnel) the nurs-
ing care of each patient, including pa-
tients at a SNF level of care in a
swing-bed RPCH. The care must be pro-
vided in accordance with the patient’s
needs and the specialized qualifications
and competence of the staff available.

(2) A registered nurse or, where per-
mitted by State law, a physician as-
sistant, must supervise and evaluate
the nursing care for each patient, in-
cluding patients at a SNF level of care
in a swing-bed RPCH.

(3) All drugs, biologicals, and intra-
venous medications must be adminis-
tered by or under the supervision of a
registered nurse, a doctor of medicine
or osteopathy, or, where permitted by
State law, a physician assistant, in ac-
cordance with written and signed or-
ders, accepted standards of practice,
and Federal and State laws.

(4) A nursing care plan must be devel-
oped and kept current for each inpa-
tient.

[58 FR 30671, May 26, 1993; 58 FR 49935, Sept.
24, 1993, as amended at 59 FR 45403, Sept. 1,
1994]

§ 485.638 Conditions of participation:
Clinical records.

(a) Standard: Records system.—(1) The
RPCH maintains a clinical records sys-
tem in accordance with written poli-
cies and procedures.

(2) The records are legible, complete,
accurately documented, readily acces-
sible, and systematically organized.

(3) A designated member of the pro-
fessional staff is responsible for main-
taining the records and for ensuring
that they are completely and accu-
rately documented, readily accessible,
and systematically organized.

(4) For each patient receiving health
care services, the RPCH maintains a
record that includes, as applicable—
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(i) Identification and social data, evi-
dence of properly executed informed
consent forms, pertinent medical his-
tory, assessment of the health status
and health care needs of the patient,
and a brief summary of the episode,
disposition, and instructions to the pa-
tient;

(ii) Reports of physical examinations,
diagnostic and laboratory test results,
including clinical laboratory services,
and consultative findings;

(iii) All orders of doctors of medicine
or osteopathy or other practitioners,
reports of treatments and medications,
nursing notes and documentation of
complications, and other pertinent in-
formation necessary to monitor the pa-
tient’s progress, such as temperature
graphics, progress notes describing the
patient’s response to treatment; and

(iv) Dated signatures of the doctor of
medicine or osteopathy or other health
care professional.

(b) Standard: Protection of record infor-
mation—(1) The RPCH maintains the
confidentiality of record information
and provides safeguards against loss,
destruction, or unauthorized use.

(2) Written policies and procedures
govern the use and removal of records
from the RPCH and the conditions for
the release of information.

(3) The patient’s written consent is
required for release of information not
required by law.

(c) Standard: Retention of records. The
records are retained for at least 6 years
from date of last entry, and longer if
required by State statute, or if the
records may be needed in any pending
proceeding.

§ 485.639 Condition of participation:
Surgical services.

Surgical procedures must be per-
formed in a safe manner by qualified
practitioners who have been granted
clinical privileges by the governing
body of the RPCH in accordance with
the designation requirements under
paragraph (a) of this section.

(a) Designation of qualified practition-
ers. The RPCH designates the practi-
tioners who are allowed to perform sur-
gery for RPCH patients, in accordance
with its approved policies and proce-
dures, and with State scope of practice
laws. Surgery is performed only by—

(1) A doctor of medicine or osteop-
athy, including an osteopathic practi-
tioner recognized under section
1101(a)(7) of the Act;

(2) A doctor of dental surgery or den-
tal medicine; or

(3) A doctor of podiatric medicine.
(b) Anesthetic risk and evaluation. A

qualified practitioner, as described in
paragraph (a) of this section, must ex-
amine the patient immediately before
surgery to evaluate the risk of anesthe-
sia and of the procedure to be per-
formed. Before discharge from the
RPCH, each patient must be evaluated
for proper anesthesia recovery by a
qualified practitioner as described in
paragraph (a) of this section.

(c) Administration of anesthesia. The
RPCH designates the person who is al-
lowed to administer anesthesia to
RPCH patients in accordance with its
approved policies and procedures and
with State scope of practice laws.

(1) Anesthetics must be administered
only by—

(i) A qualified anesthesiologist;
(ii) A doctor of medicine or osteop-

athy other than an anesthesiologist,
including an osteopathic practitioner
recognized under section 1101(a)(7) of
the Act;

(iii) A doctor of dental surgery or
dental medicine;

(iv) A doctor of podiatric medicine;
(v) A certified registered nurse anes-

thetist, as defined in § 410.69(b) of this
chapter;

(vi) An anesthesiologist’s assistant,
as defined in § 410.69(b) of this chapter;
or

(vii) A supervised trainee in an ap-
proved educational program, as de-
scribed in §§ 413.85 or 413.86 of this chap-
ter.

(2) In those cases in which a certified
registered nurse anesthetist admin-
isters the anesthesia, the anesthetist
must be under the supervision of the
operating practitioner. An anesthesiol-
ogist’s assistant who administers anes-
thesia must be under the supervision of
an anesthesiologist.

(d) Discharge. All patients are dis-
charged in the company of a respon-
sible adult, except those exempted by
the practitioner who performed the
surgical procedure.

[60 FR 45851, Sept. 1, 1995]
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§ 485.641 Condition of participation:
Periodic evaluation and quality as-
surance review.

(a) Standard: Periodic evaluation—(1)
The RPCH carries out or arranges for a
periodic evaluation of its total pro-
gram. The evaluation is done at least
once a year and includes review of—

(i) The utilization of RPCH services,
including at least the number of pa-
tients served and the volume of serv-
ices;

(ii) A representative sample of both
active and closed clinical records; and

(iii) The RPCH’s health care policies.
(2) The purpose of the evaluation is

to determine whether the utilization of
services was appropriate, the estab-
lished policies were followed, and any
changes are needed.

(b) Standard: Quality assurance. The
RPCH has an effective quality assur-
ance program to evaluate the quality
and appropriateness of the diagnosis
and treatment furnished in the RPCH
and of the treatment outcomes. The
program requires that—

(1) All patient care services and other
services affecting patient health and
safety, are evaluated;

(2) Nosocomial infections and medi-
cation therapy are evaluated;

(3) The quality and appropriateness
of the diagnosis and treatment fur-
nished by nurse practitioners, clinical
nurse specialists, and physician assist-
ants at the RPCH are evaluated by a
member of the RPCH staff who is a
doctor of medicine or osteopathy or by
another doctor of medicine or osteop-
athy under contract with the RPCH;

(4) The quality and appropriateness
of the diagnosis and treatment fur-
nished by doctors of medicine or oste-
opathy at the RPCH are evaluated by
the PRO for the State in which the
RPCH is located; and

(5)(i) The RPCH staff considers the
findings of the evaluations, including
any findings or recommendations of
the PRO, and takes corrective action if
necessary.

(ii) The RPCH also takes appropriate
remedial action to address deficiencies
found through the quality assurance
program.

(iii) The RPCH documents the out-
come of all remedial action.

§ 485.645 Special requirements for
RPCH providers of long-term care
services (‘‘swing-beds’’).

An RPCH that has a Medicare pro-
vider agreement to participate in Medi-
care as an RPCH must meet the follow-
ing requirements in order to be granted
an approval from HCFA to provide
post-hospital SNF care, as specified in
§ 409.30 of this chapter, and to be paid
for SNF-level services, in accordance
with paragraph (b) of this section.

(a) Eligibility. An RPCH must meet
the following eligibility requirements:

(1) Effective October 31, 1994, if an
RPCH meets all other requirements of
this section, and applies for approval as
a provider of post-hospital SNF care,
the RPCH uses no more beds for provid-
ing post-hospital SNF care than the
total number of licensed hospital inpa-
tient beds at the time it applied to the
State for RPCH designation, minus the
number of beds, not to exceed six, used
for providing inpatient RPCH care in
accordance with § 485.620(a).

(2)(i) Notwithstanding paragraph
(a)(1) of this section, a hospital that
applied for RPCH status before October
31, 1994, and was designated by the
State (or HCFA), and that applied for
swing-bed approval before October 31,
1994, and received approval from HCFA,
may continue in that status under the
same terms, conditions, and limita-
tions that were applicable at the time
those approvals were granted.

(ii) An RPCH that was granted swing-
bed approval under paragraph (a)(2)(i)
of this section may request that its ap-
plication to be an RPCH and a swing-
bed provider be re-evaluated under
paragraph (a)(1) of this section. If this
request is approved, the approval is ef-
fective not earlier than October 1994.
As of the date of approval, the RPCH
no longer has any status under para-
graph (a)(2)(i) of this section, and may
not request re-instatement under para-
graph (a)(2)(i) of this section.

(3) Beds used for post-hospital SNF
care in a separately participating ‘‘dis-
tinct part’’ unit may not be included in
any determination under this section.

(b) Payment. Payment for inpatient
RPCH services to an RPCH that has
qualified as an RPCH under the provi-
sions in paragraph (a) of this section is
made in accordance with § 413.70(a) of
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this chapter. Payment for post-hospital
SNF-level of care services is made in
accordance with the payment provi-
sions in § 413.114 of this chapter.

(c) SNF services. The RPCH is sub-
stantially in compliance with the fol-
lowing SNF requirements contained in
subpart B of part 483 of this chapter:

(1) Resident rights (§ 483.10(b)(3)
through (b)(6), (d), (e), (h), (i), (j)(1) (vii)
and (viii), (l), and (m) of this chapter).

(2) Admission, transfer, and discharge
rights (§ 483.12(a) of this chapter).

(3) Resident behavior and facility
practices (§ 483.13 of this chapter).

(4) Patient activities (§ 483.15(f) of
this chapter), except that the services
may be directed either by a qualified
professional meeting the requirements
of § 485.15(f)(2), or by an individual on
the facility staff who is designated as
the activities director and who serves
in consultation with a therapeutic
recreation specialist, occupational
therapist, or other professional with
experience or education in recreational
therapy.

(5) Social services (§ 483.15(g) of this
chapter).

(6) Comprehensive assessment, com-
prehensive care plan, and discharge
planning (§ 483.20(b), (d), and (e) of this
chapter).

(7) Specialized rehabilitative services
(§ 483.45 of this chapter).

(8) Dental services (§ 483.55 of this
chapter).

(9) Nutrition (§ 483.25(i) of this chap-
ter).

[58 FR 30671, May 26, 1993, as amended at 60
FR 45851, Sept. 1, 1995]

Subpart G—[Reserved]

Subpart H—Conditions of Partici-
pation for Clinics, Rehabilita-
tion Agencies, and Public
Health Agencies as Providers
of Outpatient Physical Ther-
apy and Speech-Language
Pathology Services

§ 485.701 Basis and scope.
This subpart implements section

1861(p)(4) of the Act, which—
(a) Defines outpatient physical ther-

apy and speech pathology services;

(b) Imposes requirements with re-
spect to adequate program, facilities,
policies, staffing, and clinical records;
and

(c) Authorizes the Secretary to estab-
lish by regulation other health and
safety requirements.

[60 FR 2327, Jan. 9, 1995]

§ 485.703 Definitions.
Clinic. A facility that is established

primarily to furnish outpatient physi-
cian services and that meets the fol-
lowing tests of physician involvement:

(1) The medical services are furnished
by a group of three or more physicians
practicing medicine together.

(2) A physician is present during all
hours of operation of the clinic to fur-
nish medical services, as distinguished
from purely administrative services.

Organization. A clinic, rehabilitation
agency, or public health agency.

Public health agency. An official agen-
cy established by a State or local gov-
ernment, the primary function of
which is to maintain the health of the
population served by performing envi-
ronmental health services, preventive
medical services, and in certain cases,
therapeutic services.

Rehabilitation agency. An agency
that—

(1) Provides an integrated multidisci-
plinary rehabilitation program de-
signed to upgrade the physical func-
tioning of handicapped disabled indi-
viduals by bringing specialized reha-
bilitation staff together to perform as
a team; and

(2) Provides at least the following
services:

(i) Physical therapy or speech-lan-
guage pathology services.

(ii) Social or vocational adjustment
services.

Supervision. Authoritative procedural
guidance that is for the accomplish-
ment of a function or activity and
that—

(1) Includes initial direction and peri-
odic observation of the actual perform-
ance of the function or activity; and

(2) Is furnished by a qualified per-
son—

(i) Whose sphere of competence en-
compasses the particular function or
activity; and
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(ii) Who (unless otherwise provided in
this subpart) is on the premises if the
person performing the function or ac-
tivity does not meet the assistant-level
practitioner qualifications specified in
§ 485.705.

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, and amended at 53
FR 12015, Apr. 12, 1988; 54 FR 38679, Sept. 20,
1989. Redesignated and amended at 60 FR
2326, 2327, Jan. 9, 1995; 60 FR 50447, Sept. 29,
1995]

§ 485.705 Personnel qualifications.
The training, experience, and mem-

bership requirements for personnel in-
volved in the furnishing of outpatient
physical therapy and speech-language
pathology services are as follows:

(a) Administrator. A person who has a
bachelor’s degree and:

(1) Has experience or specialized
training in the administration of
health institutions or agencies; or

(2) Is qualified and has experience in
one of the professional health dis-
ciplines.

(b) Physical therapist. A person who is
licensed as a physical therapist by the
State in which he or she is practicing if
the State licenses physical therapists,
and—

(1) Has graduated from a physical
therapy curriculum approved by the
American Physical Therapy Associa-
tion, or by the Council on Medical Edu-
cation and Hospitals of the American
Medical Association, or jointly by the
Council on Medical Education of the
American Medical Association and the
American Physical Therapy Associa-
tion; or

(2) Prior to January 1, 1966:
(i) Was admitted to membership by

the American Physical Therapy Asso-
ciation; or

(ii) Was admitted to registration by
the American Registry of Physical
Therapists; or

(iii) Has graduated from a physical
therapy curriculum in a 4-year college
or university approved by a State de-
partment of education; or

(3) Has 2 years of appropriate experi-
ence as a physical therapist and has
achieved a satisfactory grade on a pro-
ficiency examination approved by the
Secretary, except that such determina-
tions of proficiency shall not apply

with respect to persons initially li-
censed by a State after December 31,
1977, or seeking qualification as a phys-
ical therapist after such date; or

(4)(i) Was licensed or registered prior
to January 1, 1966, and

(ii) Prior to January 1, 1970, had 15
years of full-time experience in the
treatment of illness or injury through
the practice of physical therapy in
which services were rendered under the
order and direction of attending and re-
ferring doctors of medicine or osteop-
athy; or

(5) If trained outside the United
States;

(i) Was graduated since 1928 from a
physical therapy curriculum approved
in the country in which the curriculum
was located and in which there is a
member organization of the World Con-
federation for Physical Therapy.

(ii) Meets the requirements for mem-
bership in a member organization of
the World Confederation for Physical
Therapy,

(iii) Has 1 year of experience under
the supervision of an active member of
the American Physical Therapy Asso-
ciation, and

(iv) Has successfully completed a
qualifying examination as prescribed
by the American Physical Therapy As-
sociation.

(c) Physical therapist assistant. A per-
son who is licensed as a physical thera-
pist assistant by the State in which he
is practicing, if the State licenses such
assistants, and has graduated from a 2-
year college-level program approved by
the American Physical Therapy Asso-
ciation.

(d) Physician. A person who is—
(1) A doctor of medicine or osteop-

athy legally authorized to practice
medicine and surgery by the State in
which he or she performs those func-
tions or actions; or

(2) A doctor of podiatric medicine,
but only with respect to the functions
which he or she is legally authorized to
perform by the State in which he or
she performs them.

(e) Psychologist. A person who:
(1) Holds a doctoral degree in psy-

chology from a training program ap-
proved by the American Psychological
Association; or
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(2) Has attained certification or li-
censing by the State, or non-statutory
certification by the State psycho-
logical association.

(f) Social worker. A person who is li-
censed by the State in which he is
practicing if the State licenses social
workers, is a graduate of a school of so-
cial work accredited or approved by the
Council on Social Work Education, and
has 1 year of social work experience in
a health-care setting.

(g) Speech pathologist. A person who is
licensed by the State in which he is
practicing, if the State licenses speech
pathologists, and

(1) Is eligible for a certificate of clini-
cal competence in speech pathology
granted by the American Speech and
Hearing Association under its require-
ments in effect on January 17, 1974; or

(2) Meets the educational require-
ments for certification, and is in the
process of accumulating the supervised
clinical experience required for certifi-
cation.

(h) Vocational specialist. A person who
has a baccalaureate degree and:

(1) Two years experience in voca-
tional counseling in a rehabilitation
setting such as a sheltered workshop,
State employment service agency, etc.;
or

(2) At least 18 semester hours in vo-
cational rehabilitation, educational or
vocational guidance, psychology, social
work, special education or personnel
administration, and 1 year of experi-
ence in vocational counseling in a re-
habilitation setting; or

(3) A master’s degree in vocational
counseling.

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, and amended at 53
FR 12015, Apr. 12, 1988; 54 FR 38679, Sept. 20,
1989. Redesignated and amended at 60 FR
2326, 2327, Jan. 9, 1995]

§ 485.707 Condition of participation:
Compliance with Federal, State,
and local laws.

The organization and its staff are in
compliance with all applicable Federal,
State, and local laws and regulations.

(a) Standard: Licensure of organization.
In any State in which State or applica-
ble local law provides for the licensing
of organizations, a clinic, rehabilita-
tion agency, or public health agency is

licensed in accordance with applicable
laws.

(b) Standard: Licensure or registration
of personnel. Staff of the organization
are licensed or registered in accordance
with applicable laws.

[41 FR 20865, May 21, 1976, unless otherwise
noted. Redesignated at 42 FR 52826, Sept. 30,
1977. Further redesignated and amended at 60
FR 2326, 2327, Jan. 9, 1995]

§ 485.709 Condition of participation:
Administrative management.

The clinic or rehabilitation agency
has an effective governing body that is
legally responsible for the conduct of
the clinic or rehabilitation agency. The
governing body designates an adminis-
trator, and establishes administrative
policies.

(a) Standard: Governing body. There is
a governing body (or designated per-
son(s) so functioning) which assumes
full legal responsibility for the overall
conduct of the clinic or rehabilitation
agency and for compliance with appli-
cable laws and regulations. The name
of the owner(s) of the clinic or rehabili-
tation agency is fully disclosed to the
State agency. In the case of corpora-
tions, the names of the corporate offi-
cers are made known.

(b) Standard: Administrator. The gov-
erning body—

(1) Appoints a qualified full-time ad-
ministrator;

(2) Delegates to the administrator
the internal operation of the clinic or
rehabilitation agency in accordance
with written policies;

(3) Defines clearly the administra-
tor’s responsibilities for procurement
and direction of personnel; and

(4) Designates a competent individual
to act during temporary absence of the
administrator.

(c) Standard: Personnel policies. Per-
sonnel practices are supported by ap-
propriate written personnel policies
that are kept current. Personnel
records include the qualifications of all
professional and assistant level person-
nel, as well as evidence of State licen-
sure if applicable.

(d) Standard: Patient care policies. Pa-
tient care practices and procedures are
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supported by written policies estab-
lished by a group of professional per-
sonnel including one or more physi-
cians associated with the clinic or re-
habilitation agency, one or more quali-
fied physical therapists (if physical
therapy services are provided), and one
or more qualified speech pathologists
(if speech pathology services are pro-
vided). The policies govern the out-
patient physical therapy and/or speech
pathology services and related services
that are provided. These policies are
evaluated at least annually by the
group of professional personnel, and re-
vised as necessary based upon this
evaluation.

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, and amended at 53
FR 12015, Apr. 12, 1988. Redesignated and
amended at 60 FR 2326, 2327, Jan. 9, 1995; 60
FR 50447, Sept. 29, 1995]

§ 485.711 Condition of participation:
Plan of care and physician involve-
ment.

For each patient in need of out-
patient physical therapy or speech pa-
thology services there is a written plan
of care established and periodically re-
viewed by a physician, or by a physical
therapist or speech pathologist respec-
tively. The organization has a physi-
cian available to furnish necessary
medical care in case of emergency.

(a) Standard: Medical history and prior
treatment. The following are obtained
by the organization before or at the
time of initiation of treatment:

(1) The patient’s significant past his-
tory.

(2) Current medical findings, if any.
(3) Diagnosis(es), if established.
(4) Physician’s orders, if any.
(5) Rehabilitation goals, if deter-

mined.
(6) Contraindications, if any.
(7) The extent to which the patient is

aware of the diagnosis(es) and progno-
sis.

(8) If appropriate, the summary of
treatment furnished and results
achieved during previous periods of re-
habilitation services or institutional-
ization.

(b) Standard: Plan of care. (1) For each
patient there is a written plan of care
established by the physician or by the

physical therapist or speech-language
pathologist who furnishes the services.

(2) The plan of care for physical ther-
apy or speech pathology services indi-
cates anticipated goals and specifies
for those services the—

(i) Type;
(ii) Amount;
(iii) Frequency; and
(iv) Duration.
(3) The plan of care and results of

treatment are reviewed by the physi-
cian or by the individual who estab-
lished the plan at least as often as the
patient’s condition requires, and the
indicated action is taken. (For Medi-
care patients, the plan must be re-
viewed by a physician at least every 30
days in accordance with § 410.61(e) of
this chapter.)

(4) Changes in the plan of care are
noted in the clinical record. If the pa-
tient has an attending physician, the
therapist or speech-language patholo-
gist who furnishes the services prompt-
ly notifies him or her of any change in
the patient’s condition or in the plan of
care.

(c) Standard: Emergency care. The or-
ganization provides for one or more
doctors of medicine or osteopathy to be
available on call to furnish necessary
medical care in case of emergency. The
established procedures to be followed
by personnel in an emergency cover
immediate care of the patient, persons
to be notified, and reports to be pre-
pared.

[54 FR 38679, Sept. 20, 1989. Redesignated and
amended at 60 FR 2326, 2327, Jan. 9, 1995]

§ 485.713 Condition of participation:
Physical therapy services.

If the organization offers physical
therapy services, it provides an ade-
quate program of physical therapy and
has an adequate number of qualified
personnel and the equipment necessary
to carry out its program and to fulfill
its objectives.

(a) Standard: Adequate program. (1)
The organization is considered to have
an adequate outpatient physical ther-
apy program if it can:

(i) Provide services using therapeutic
exercise and the modalities of heat,
cold, water, and electricity;

(ii) Conduct patient evaluations; and
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(iii) Administer tests and measure-
ments of strength, balance, endurance,
range of motion, and activities of daily
living.

(2) A qualified physical therapist is
present or readily available to offer su-
pervision when a physical therapist as-
sistant furnishes services.

(i) If a qualified physical therapist is
not on the premises during all hours of
operation, patients are scheduled so as
to ensure that the therapist is present
when special skills are needed, for ex-
ample, for evaluation and reevaluation.

(ii) When a physical therapist assist-
ant furnishes services off the organiza-
tion’s premises, those services are su-
pervised by a qualified physical thera-
pist who makes an onsite supervisory
visit at least once every 30 days.

(b) Standard: Facilities and equipment.
The organization has the equipment
and facilities required to provide the
range of services necessary in the
treatment of the types of disabilities it
accepts for service.

(c) Standard: Personnel qualified to
provide physical therapy services. Phys-
ical therapy services are provided by,
or under the supervision of, a qualified
physical therapist. The number of
qualified physical therapists and quali-
fied physical therapist assistants is
adequate for the volume and diversity
of physical therapy services offered. A
qualified physical therapist is on the
premises or readily available during
the operating hours of the organiza-
tion.

(d) Standard: Supportive personnel. If
personnel are available to assist quali-
fied physical therapists by performing
services incident to physical therapy
that do not require professional knowl-
edge and skill, these personnel are in-
structed in appropriate patient care
services by qualified physical thera-
pists who retain responsibility for the
treatment prescribed by the attending
physician.

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977. Further redesignated
and amended at 60 FR 2326, 2327, Jan. 9, 1995;
60 FR 50447, Sept. 29, 1995]

§ 485.715 Condition of participation:
Speech pathology services.

If speech pathology services are of-
fered, the organization provides an ade-

quate program of speech pathology and
has an adequate number of qualified
personnel and the equipment necessary
to carry out its program and to fulfill
its objectives.

(a) Standard: Adequate program. The
organization is considered to have an
adequate outpatient speech pathology
program if it can provide the diag-
nostic and treatment services to effec-
tively treat speech disorders.

(b) Standard: Facilities and equipment.
The organization has the equipment
and facilities required to provide the
range of services necessary in the
treatment of the types of speech dis-
orders it accepts for service.

(c) Standard: Personnel qualified to
provide speech pathology services. Speech
pathology services are given or super-
vised by a qualified speech pathologist
and the number of qualified speech pa-
thologists is adequate for the volume
and diversity of speech pathology serv-
ices offered. At least one qualified
speech pathologist is present at all
times when speech pathology services
are furnished.

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977. Further redesignated
and amended at 60 FR 2326–2328, Jan. 9, 1995]

§ 485.717 Condition of participation:
Rehabilitation program.

This condition and its standards
apply only to a rehabilitation agency’s
own patients, not to patients of hos-
pitals, skilled nursing facilities (SNFs),
or Medicaid nursing facilities (NFs) to
whom the agency furnishes services.
(The hospital, SNF, or NF is respon-
sible for ensuring that qualified staff
furnish services for which they arrange
or contract for their patients.) The re-
habilitation agency provides, in addi-
tion to physical therapy and speech-
language pathology services, social or
vocational adjustment services to all
of its patients who need them. The
agency provides for special qualified
staff to evaluate the social and voca-
tional factors, to counsel and advise on
the social or vocational problems that
arise from the patient’s illness or in-
jury, and to make appropriate referrals
for needed services.
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(a) Standard: Qualification of staff.
The agency’s social or vocational ad-
justment services are furnished as ap-
propriate, by qualified psychologists,
qualified social workers, or qualified
vocational specialists. Social or voca-
tional adjustment services may be per-
formed by a qualified psychologist or
qualified social worker. Vocational ad-
justment services may be furnished by
a qualified vocational specialist.

(b) Standard: Arrangements for social
or vocational adjustment services. (1) If a
rehabilitation agency does not provide
social or vocational adjustment serv-
ices through salaried employees, it
may provide those services through a
written contract with others who meet
the requirements and responsibilities
set forth in this subpart for salaried
personnel.

(2) The contract must specify the
term of the contract and the manner of
termination or renewal and provide
that the agency retains responsibility
for the control and supervision of the
services.

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, and amended at 56
FR 46562, Sept. 13, 1991. Redesignated and
amended at 60 FR 2326, 2328, Jan. 9, 1995; 60
FR 11632, Mar. 2, 1995; 60 FR 50447, Sept. 29,
1995]

§ 485.719 Condition of participation:
Arrangements for physical therapy
and speech pathology services to be
performed by other than salaried
organization personnel.

(a) Conditions. If an organization pro-
vides outpatient physical therapy or
speech pathology services under an ar-
rangement with others, the services
are to be furnished in accordance with
the terms of a written contract, which
provides that the organization retains
of professional and administrative re-
sponsibility for, and control and super-
vision of, the services.

(b) Standard: Contract provisions. The
contract—

(1) Specifies the term of the contract
and the manner of termination or re-
newal;

(2) Requires that personnel who fur-
nish the services meet the require-
ments that are set forth in this subpart
for salaried personnel; and

(3) Provides that the contracting out-
side resource may not bill the patient

or Medicare for the services. This limi-
tation is based on section 1861(w)(1) of
the Act, which provides that—

(i) Only the provider may bill the
beneficiary for covered services fur-
nished under arrangements; and

(ii) Receipt of Medicare payment by
the provider, on behalf of an entitled
individual, discharges the liability of
the individual or any other person to
pay for those services.

[56 FR 46562, Sept. 13, 1991. Redesignated and
amended at 60 FR 2326, 2328, Jan. 9, 1995; 60
FR 50447, Sept. 29, 1995]

§ 485.721 Condition of participation:
Clinical records.

The organization maintains clinical
records on all patients in accordance
with accepted professional standards,
and practices. The clinical records are
completely and accurately docu-
mented, readily accessible, and system-
atically organized to facilitate retriev-
ing and compiling information.

(a) Standard: Protection of clinical
record information. The organization
recognizes the confidentiality of clini-
cal record information and provides
safeguards against loss, destruction, or
unauthorized use. Written procedures
govern the use and removal of records
and the conditions for release of infor-
mation. The patient’s written consent
is required for release of information
not authorized by law.

(b) Standard: Content. The clinical
record contains sufficient information
to identify the patient clearly, to jus-
tify the diagnosis(es) and treatment,
and to document the results accu-
rately. All clinical records contain the
following general categories of data:

(1) Documented evidence of the as-
sessment of the needs of the patient, of
an appropriate plan of care, and of the
care and services furnished.

(2) Identification data and consent
forms.

(3) Medical history.
(4) Report of physical examinations,

if any.
(5) Observations and progress notes.
(6) Reports of treatments and clinical

findings.
(7) Discharge summary including

final diagnosis(es) and prognosis.
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(c) Standard: Completion of records and
centralization of reports. Current clini-
cal records and those of discharged pa-
tients are completed promptly. All
clinical information pertaining to a pa-
tient is centralized in the patient’s
clinical record. Each physician signs
the entries that he or she makes in the
clinical record.

(d) Standard: Retention and preserva-
tion. Clinical records are retained for
at least:

(1) The period determined by the re-
spective State statute, or the statute
of limitations in the State; or

(2) In the absence of a State statute—
(i) Five years after the date of dis-

charge; or
(ii) In the case of a minor, 3 years

after the patient becomes of age under
State law or 5 years after the date of
discharge, whichever is longer.

(e) Standard: Indexes. Clinical records
are indexed at least according to name
of patient to facilitate acquisition of
statistical medical information and re-
trieval of records for research or ad-
ministrative action.

(f) Standard: Location and facilities.
The organization maintains adequate
facilities and equipment, conveniently
located, to provide efficient processing
of clinical records (reviewing, indexing,
filing, and prompt retrieval).

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977. Further redesignated
and amended at 60 FR 2326–2328, Jan. 9, 1995]

§ 485.723 Condition of participation:
Physical environment.

The building housing the organiza-
tion is constructed, equipped, and
maintained to protect the health and
safety of patients, personnel, and the
public and provides a functional, sani-
tary, and comfortable environment.

(a) Standard: Safety of patients. The
organization satisfies the following re-
quirements:

(1) It complies with all applicable
State and local building, fire, and safe-
ty codes.

(2) Permanently attached automatic
fire-extinguishing systems of adequate
capacity are installed in all areas of
the premises considered to have special
fire hazards. Fire extinguishers are
conveniently located on each floor of

the premises. Fire regulations are
prominently posted.

(3) Doorways, passageways and stair-
wells negotiated by patients are:

(i) Of adequate width to allow for
easy movement of all patients (includ-
ing those on stretchers or in wheel-
chairs), (ii) free from obstruction at all
times, and (iii) in the case of stair-
wells, equipped with firmly attached
handrails on at least one side.

(4) Lights are placed at exits and in
corridors used by patients and are sup-
ported by an emergency power source.

(5) A fire alarm system with local
alarm capability and, where applicable,
an emergency power source, is func-
tional.

(6) At least two persons are on duty
on the premises of the organization
whenever a patient is being treated.

(7) No occupancies or activities unde-
sirable or injurious to the health and
safety of patients are located in the
building.

(b) Standard: Maintenance of equip-
ment, building, and grounds. The organi-
zation establishes a written preventive-
maintenance program to ensure that—

(1) The equipment is operative, and is
properly calibrated; and

(2) The interior and exterior of the
building are clean and orderly and
maintained free of any defects that are
a potential hazard to patients, person-
nel, and the public.

(c) Standard: Other environmental con-
siderations. The organization provides a
functional, sanitary, and comfortable
environment for patients, personnel,
and the public.

(1) Provision is made for adequate
and comfortable lighting levels in all
areas; limitation of sounds at comfort
levels; a comfortable room tempera-
ture; and adequate ventilation through
windows, mechanical means, or a com-
bination of both.

(2) Toilet rooms, toilet stalls, and
lavatories are accessible and con-
structed so as to allow use by non-
ambulatory and semiambulatory indi-
viduals.

(3) Whatever the size of the building,
there is an adequate amount of space
for the services provided and disabil-
ities treated, including reception area,
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staff space, examining room, treatment
areas, and storage.

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977. Further redesignated
and amended at 60 FR 2326–2328, Jan. 9, 1995]

§ 485.725 Condition of participation:
Infection control.

The organization that provides out-
patient physical therapy services es-
tablishes an infection-control commit-
tee of representative professional staff
with responsibility for overall infec-
tion control. All necessary house-
keeping and maintenance services are
provided to maintain a sanitary and
comfortable environment and to help
prevent the development and trans-
mission of infection.

(a) Standard: Infection-control commit-
tee. The infection-control committee
establishes policies and procedures for
investigating, controlling, and prevent-
ing infections in the organization and
monitors staff performance to ensure
that the policies and procedures are ex-
ecuted.

(b) All personnel follow written pro-
cedures for effective aseptic tech-
niques. The procedures are reviewed
annually and revised if necessary to
improve them.

(c) Standard: Housekeeping. (1) The or-
ganization employs sufficient house-
keeping personnel and provides all nec-
essary equipment to maintain a safe,
clean, and orderly interior. A full-time
employee is designated as the one re-
sponsible for the housekeeping services
and for supervision and training of
housekeeping personnel.

(2) An organization that has a con-
tract with an outside resource for
housekeeping services may be found to
be in compliance with this standard
provided the organization or outside
resource or both meet the require-
ments of the standard.

(d) Standard: Linen. The organization
has available at all times a quantity of
linen essential for proper care and
comfort of patients. Linens are han-
dled, stored, processed, and transported
in such a manner as to prevent the
spread of infection.

(e) Standard: Pest control. The organi-
zation’s premises are maintained free

from insects and rodents through oper-
ation of a pest-control program.

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977. Further redesignated
and amended at 60 FR 2326, 2328, Jan. 9, 1995;
60 FR 50447, Sept. 29, 1995]

§ 485.727 Condition of participation:
Disaster preparedness.

The organization has a written plan,
periodically rehearsed, with procedures
to be followed in the event of an inter-
nal or external disaster and for the
care of casualties (patients and person-
nel) arising from a disaster.

(a) Standard: Disaster plan. The orga-
nization has a written plan in oper-
ation, with procedures to be followed in
the event of fire, explosion, or other
disaster. The plan is developed and
maintained with the assistance of
qualified fire, safety, and other appro-
priate experts, and includes:

(1) Transfer of casualties and records;
(2) The location and use of alarm sys-

tems and signals;
(3) Methods of containing fire;
(4) Notification of appropriate per-

sons; and
(5) Evacuation routes and procedures.
(b) Standard: Staff training and drills.

All employees are trained, as part of
their employment orientation, in all
aspects of preparedness for any disas-
ter. The disaster program includes ori-
entation and ongoing training and
drills for all personnel in all procedures
so that each employee promptly and
correctly carries out his assigned role
in case of a disaster.

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, and amended at 53
FR 12015, Apr. 12, 1988. Redesignated and
amended at 60 FR 2326–2327, 2329, Jan. 9, 1995]

§ 485.729 Condition of participation:
Program evaluation.

The organization has procedures that
provide for a systematic evaluation of
its total program to ensure appropriate
utilization of services and to determine
whether the organization’s policies are
followed in providing services to pa-
tients through employees or under ar-
rangements with others.

(a) Standard: Clinical-record review. A
sample of active and closed clinical
records is reviewed quarterly by the
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appropriate health professionals to en-
sure that established policies are fol-
lowed in providing services.

(b) Standard: Annual statistical evalua-
tion. An evaluation is conducted annu-
ally of statistical data such as number
of different patients treated, number of
patient visits, condition on admission
and discharge, number of new patients,
number of patients by diagnosis(es),
sources of referral, number and cost of
units of service by treatment given,
and total staff days or work hours by
discipline.

[41 FR 20865, May 21, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977. Further redesignated
and amended at 60 FR 2326–2327, 2329, Jan. 9,
1995]

PART 486—CONDITIONS FOR COV-
ERAGE OF SPECIALIZED SERVICES
FURNISHED BY SUPPLIERS

Subpart A—General Provisions

Sec.
486.1 Basis and scope.

Subpart B—[Reserved]

Subpart C—Conditions for Coverage:
Portable X-Ray Services

486.100 Condition for coverage: Compliance
with Federal, State, and local laws and
regulations.

486.102 Condition for coverage: Supervision
by a qualified physician.

486.104 Condition for coverage: Qualifica-
tions, orientation, and health of tech-
nical personnel.

486.106 Condition for coverage: Referral for
service and preservation of records.

486.108 Condition for coverage: Safety
standards.

486.110 Condition for coverage: Inspection of
equipment.

Subpart D—Conditions for Coverage: Out-
patient Physical Therapy Services Fur-
nished by Physical Therapists in Inde-
pendent Practice

486.150 Condition for coverage: General re-
quirements.

486.151 Condition for coverage: Supervision.
486.153 Condition for coverage: Compliance

with Federal, State, and local laws.
486.155 Condition for coverage: Plan of care.
486.157 Condition for coverage: Physical

therapy services.

486.159 Condition for coverage: Coordination
of services with other organizations,
agencies, or individuals.

486.161 Condition for coverage: Clinical
records.

486.163 Condition for coverage—physical en-
vironment.

Subparts E-F—[Reserved]

Subpart G—Conditions for Coverage:
Organ Procurement Organizations

486.301 Basis and scope.
486.302 Definitions.
486.304 General requirements.
486.306 Qualifications for designation as an

OPO.
486.307 OPO service area size designation

and documentation requirements.
486.308 Condition: Participation in organ

procurement and transplantation net-
work.

486.310 Condition: Adherence to perform-
ance standards.

486.314 Effect of failure to meet require-
ments.

486.316 Designation of one OPO for each
service area.

486.318 Changes in ownership or service
area.

486.325 Termination of agreement with
HCFA.

APPENDIX A TO SUBPART G OF PART 486—
GUIDELINES FOR PREVENTING TRANSMISSION
OF HUMAN IMMUNODEFICIENCY VIRUS THROUGH
TRANSPLANTATION OF HUMAN TISSUE AND OR-
GANS

AUTHORITY: Sections 1102 and 1871 of the
Social Security Act (42 U.S.C. 1302 and
1395hh).

Subpart A—General Provisions

§ 486.1 Basis and scope.
(a) Statutory basis. This part is based

on the following sections of the Act:

1138(b)—for coverage of organ procurement
services.

1861(p)—for coverage of outpatient physical
therapy services furnished by physical thera-
pists in independent practice.

1861(s) (3), (15), and (17)—for coverage of
portable X-ray services.

(b) Scope. (1) This part sets forth the
conditions for coverage of certain spe-
cialized services that are furnished by
suppliers and that are not specified in
other portions of this chapter.

(2) The conditions for coverage of
other specialized services furnished by
suppliers are set forth in the following
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